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1a Food and Drug Administration
AUG 15 1997 2098 Gaither Road
WARNING LETTER Rockvile MD 20850
VIA FEDERAL EXPRESS —_— =
: =
Mr. Helmut Zeph B
. Owner and Managing Director
Helmut Zeph Medizintechnik Gmbh
Obere Hauptstrasse 16-20
78606 Seitingen, Germany
Dear Mr. Zeph:
During an inspection of your firm located in Seitingen, Germany,
on June 6-10, 1597, our Investigator determined that your firm
manufactures stainless steel surgical and dental instruments.
These are devices as defined by section 201(h) of the Féderal

Food, Drug, and Cosmetic Act (the Act).

The above-stated inspection revealed that your devices are

adulterated within the meaning of section 501(h) of the Act, in
that the methods used in, or the facilities or controls used for
manufacturing, packing, storage, or installation are not in
conformance with the Good Manufacturing Practices (GMP) -

. regulations of 1978, as specified in Title 21, Code of Federal
Redulatlons (CFR) Part 820. The 1978 GMP regulatlon was

superseded on June 1, 1997, by the Current Good Manufacturing
Practice (CGMP) requlrements as set forth in the Quallty System

Regulatron, 21 CFR Part 820. Since the records reviewed during \
the 1nspect10n were dated prior to June 1, 1997, the deficiencies )
noted during the inspection reference the 1978 GMP requirements,
with a cross reference to the new 1997 Quality System Regulation.
Your responses to the Investigator's findings, dated Jupe 26,
July 8, and Augqust 6, 1997, were also reviewed. Commeﬁ?s—on your
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response follow each de

1. Failure to establish and implement specification control
measures to assure that the design basis for t

not been validated to assure the absence ofSNNNNGEGEGNE
' n the instruments.

Your response is not adequate. You state that you will prepare
and conduct the validation; howey _you did.not. include any
docunentation to show that myrccess haszheen
wvalidat+aAad ) P
VAL iUuda LS e P
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2. Failure to have written procedures describing any processing
controls necessary to assure conformance to specifications,
where deviations from device specifications could occur as a
result of the manufacturing process itself, as required by
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21 CFR 820.100(b) (1). This would also be a violation ©f the
Quality System Regqulation, 21 CFR 820.70(a) and 21 CFR
820.75(b). For example, there are»no writt

The response rererences‘an additional form for recdtding this

procedure; however, this form was not included. There was no
documentation to show that this new procedure has been fully
implemented. -

3. Failure to conduct processing control operations in a manner

designed to assure that the device conforms to applicable
specifications, as required by 21 CFR 820.100(b) (2). This
would also be a v101at10n of the Quality System Regulation,

el vl o TR + 2o Va T 7 e WA

Your proces g'operat.ons should be,fs:

controlled to assure that are beindg=
-followed and requlred specifications are being met.

4. Failure to follow a formal approval procedure for any change

in the manufacturing process of a device, as requlred by 21
CFR 820.100(b) (3). This would also be a violation of the
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Quality System Regulation, 21 CFR 820.70(b). For eXample,
the ns for changes made to some of the §

ere not reviewed, approved, and signed Eﬁ%r
designated individuals.

Your requﬁg;”ismnotﬂadeqpate. LOU State that.yog‘hqxg;

R

S BT

9 AT R S You do not address wh
changes were made, or if the & anges have been validated and
approved through an approwed change control procedure.

y the

5. Failure to adequately check each production run, lot, or
batch for conformance with device specifications prior to
release for distribution, as required by 21 CFR 820.160.
This would also be a violation of the Quality System_
Regulation, 21 CFR 820.80(d). For example: '

a) Devices requiring the Pprocess and tests
. were released even t ough production record numbers .
- s s - Whow tha ;
process occurred. :
. Your response_is not adeduate. _ You state that i

instead oSN - ol ¢ -You do- not mention
validating or changing this specification. You do not address
controls¥that:are in-place to assure that only devices that meet
required specifications are released for distribution.

e B - - ¢ i .h ere. not
followed for the’ Iy PrOcess according to many
production records,” ih ding production recordggumbers

., <

You do not address why
specifications were not

6. Failure to adequately investigate any failure of a device to
meet. performance specifications after the device -has been
- - ‘released for distribution, as required by 21 CFR 820.162.
This would also be a violation of the Quality System
- Regulation, 21 CFR 820.100 For example, many.
DrOoglct . e?urns,were_ngt% A itk

Bl as shown in the following- AR

g~ e .



_needed. Neither does the procedure addres

that .
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A procedure entitled %
i was included... This precedure

jicoes not address-required
investigation is not

s -
W equirements.  You do not address why the returns
specified were not investigated or if those returns have been
investigated since the inspection.

documentation if it is decided that an

7. Failure to review, evaluate, and maintain by a formally
designated unit all records of written and oral complaints
relative to the identity, quality, durability, reliability,
safety, effectiveness, or performance of a device, as -
required by 21 CFR 820.198(a); and failure to maintain a
written record of each investigation made, as requifFed by 21
CFR 198(c). This would also be a violation of the Quality
System Regulation, 21 CFR 820.198(a), (b), (e)(6), and.

(e) (7). For example: .

a)  The following il
are not documented or re

Your respo i ate. You performed a review.of the

nd provided documentation showing

The procedure entitled. T T
B requires an QA

to

training of ctaff.

R by ref

b) Customer complaints, suspected causes of failufes, and
corrective actions are not always documented ifr=

Your response is 1at The procedures entitljed
provide instructions on SN
members involved received training on these proc
response states that staff members are to<oiil

A and staff
a0 TDE

e st %ﬁ»@wwzgﬁ“hQW?V§f7ffhese".
procedures do not “address documenting wilf i R - 0

" Tﬁe:féspons-imtates

PN

the procedures cited nor the response lis

to be impléﬁeﬁted.
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8. Failure of the device master record to include, or refer to

- the location of, production process specifications® including
the appropriate equipment specifications, productien
methods, production procedures, and production environment
specifications, as required by 21 CFR 820.181(b). This
would also be a violation of the Quality System Regulation,
21 CFR 820.181(b). For exanple:

. e procedures

: to_v

Your response is not adeq A new procedure for w\
LT oS included with your respense that
gives instructions for ) R R
The response references an additional oM for recording thY
procedure; however, this form was not included. There was no
documentation to show that this new procedure has been fully

.implemented. :

. P) - The4gliMNMN specifications for the
process have not been documented fop

Your :response--is not adequate. You stated that
specifications would be inclu-;;v:n the «ff A
procedure. T TR

The procedure for R
X contains & table that lists 4 e
requirements. The procedure does not list
~ requirements. _According to the procedure the Vil e -
T BN £ needed. There is No requixement
that the igy T IROoe recorded. S
et
9. Failure to have written procedures for the removal of
manufacturing material, used in the manufacturing equipment
or the device, to assure the manufacturing material has been
removed or limited to a specified amount that does not
adversely affect the device's fitness for use, as required
by 21 CFR 820.60(d). This would also be a violation of the
Quality System R ion, 21 CFR 820.70(h] ey e,
there is no S D S N SRR <
during the SRR where a , .
' S ' e ‘ PN can increase

Your response is ade ~You included a procedure entitled
S TR coe P that contains &
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10. Failure .to maintain a device history record to demonstrate
that the device is manufactured in accordance with3the
device master record, as required by 21 CFR 820.184— This
would also be a v1olation of the Quality System Regulatlon,
21 CFR 820.184(d). For example:

Qperatlon 1s not

a) The completlon_of each manufacturln-,

Your response is adequate. You prov1ded documentation showing
that the concerned production employees have received training in
completing all documentation.

b) Rout;ne readlngs_and”checks;fo_‘1;[

not been c

' *Your:res-ons‘-~

N2

~ —c) Yiilidl used for themf Sthiem
dev1ces are not documented or referenced in the device
-~— history records.

Your response _may be adequate.:'you stated that you have added

" the ‘to the: _ e s N o
however, you did not include a copy of e new procedureg with
your response. e

_ o : e Sy
11. Failure of the quality assurance program to assure adequate
approval or rejection of all in-process and finished
devices, as required by 21 CFR 820. 20(a) (2). This would
also be a violation of the Quality System Regulation, 21 CFR
820 80(d) and (e). For example:

Devices requiring oiiiNSNINEENEIN orocess and tests

Were released eve hvhou- production record numbers
- i that

a)‘

o » i

process occurred.

Your response is not adequate. You do not address any quality

assurance procedures that are in place to assure that =
specifications in the device master records are met for -Finished

devices.
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b) e re— specificatjons required by

llowed for the B’ Process according—e many
‘ oroduction record numbers

Your response is not adequate. You do not address any quality _
assurance procedures that are in place to assure that
specifications in the device master records are met for in-
process devices.

-12.. Failure of the quality assurance program to identify,
recommend, or provide solutions for quality assurance
problems and verify the implementation of such solutions, as

required by 21 CFR 820.20(a) (3). This would also be a

violation of the Quality System Regulation, 21 CFR™820.100

-and 21 CFR 820.20(c). For example, many defective product

returns were not A IIaEE I A Ot

.- The procedures entitled
NN e q.;;m:;:#-aw:; PR

SR Provide instructions on
these procedures do not addres

- The Quality Assurance
g that are not documented. The

department cannot 4l
response states that 3

o U RO o TR .
. B*will then be reviewed at

&

13. Failure of the quality assurance program to assure that all
quality assurance checks are appropriate and adequate for
their purpose and are performed correctly, as required by 21
CFR 820.20(a)(4). This would also be a violation of the
Quality System Regulation, 21 CFR 820.20(b) (3). For
example, the facility_ has no equij t ;
process; however, s M i ndicate that
the devices go through f processes. )

Your response is not adequate. . You state that M
_ A R -however, . e quality —

assurance program permitted 3 o o ,

— indicate that the devices were Jiil B You
do not address quality assurance checks that are in place to
assure that the processing operations, any testing performed, and
records created are for processes that You are capable of
performing.
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14. Failure to retain all required records pertaining to a
device for a period of time equivalent to the design and
expected life of the device, as required by 21 CFR
820.180(b). This would also be a violation of the Quality
System Requlat , 21 CFR 820.180(b). For example, no
R 2 IS o e kept - for the.

Your response is not adequate.

You state that staff members
respon51b1e for the. ' ‘

‘records were 1nstructed

No documents were included showing that the records were found.
The response does not state that the records were found.

" Your response does not reference a record retention times
required by the firm for wrecords.

- =17 s - BTN

This letter is not intended to be a; all inclusive list of
deficiencies at your facility. It is your respon51b111ty to

ensure aaﬁerence to each requlrement of the Act and regulations.

The specific violations noted in this letter and the form FDA 483
issued at the close of the 1nspectlon may be symptomatic of
serious underlying problems in your firm's manufacturing and
quality assurance systems. You are responsible for investigating
and determining the causes of the v1olatlons identified by the
Foced and Drug Administration. If the causes are determined to be
systems problems, you must promptly initiate permanent corrective
actions. Federal agencies are advised of the issuance of all
Warning Letters about devices so that they may take this
1nformatLQn into account when considering the award of contracts.
Given the serious nature of these violations of the Act, all
devices manufactured by Helmut Zeph Medizintechnik Gmbh, Obere
Hauptstrasse 16-20, 78606 Seltlngen, Germany, may be detalned
upen entry intoc the United States without physical examination
until these violations are corrected.

In order to remove the devices from detention, it will be
necessary for you to provide a written response to the charges in
this Warning Letter for our review. After we notify you that
your response is adequate, it will be your responsibility to
schedule an inspection of your fac111ty. As soon as the
inspection has taken place, the implementation of your
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corrections has been verified, your products may resume entry

Please notify this office, in writing, within 15 working days of
receipt of this letter of the specific steps you have taken to
correct the noted violations, including an explanation of each
step being taken to identify and make corrections to any
underlylng systems problems necessary to assure that similar
violations will not recur. Please include any and all
documentation to show that adequate correction has been achieved.
In the case of future corrections, an estimated date of

completion, and documentation showing plans for correction,
should be included with your response to this letter. If

SV RSN AT asdaiiTw Wava YO

documentation is not in English, please provide a translation to
facilitate our review.

Your response should be sent to the Food and Drug Administration,
Center for Devices and Radiological Health, Office of Compliance,
Division of Enforcement I,-General Surgery Devices Branch,

HFZ-323, 2098 Gaither Road, Rockv1lle, MD 20850, to the attention

of Mr. Joseph L. Salyer.
S}Pcerely yours,

e LK

1 valf J.0 cill,
ctor
- U Office of Compliance
0/Center for Devices and
' Radiological Health

"
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